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RESULTS

BACKGROUND

 Bone and joint infections (BJI) incidence continues to increase. Table 1. In-vitro Susceptibility to Omadacycline of Targeted Isolates of Patients with Bone and Joint Infection Table 2. Demographics and Bone and Joint Infection Types
* Existing oral BJ| antibiotics have limitations Organism/organism group No. and cumulative % of isolates inhibited at MIC (mg/L) of: Enrolled Patients (n=132)
o . . . . = MIC5, MICy, (A dian, IQR 56, 48-61
 Omadacycline is a once daily, 3rd generation tetracycline (no. of isolates) 0.03 0.06 0.12 0.25 0.5 1 2 4 8 16 ge (me an, ) (56, )
available in oral and IV formulations, approved for use in adults|| Gram-positive Organisms Ge,\r/‘lgleer (n, %) 7 (89%)
for the treatment of community-acquired pneumonia and skin Streptococcus spp. (40) 3 (8%) 19 (55%) 12 (85%) 6 (100%) 025 0.5 Female 15 (11%)
and soft tissue mfectlons_. | | Group A Streptococcus (1) 1 (100%) 0.95 BJDI.Tyl;p?.s gn,:/c_,)f — . e
. Omadacy_cll_ne may provide a p_otentlal_ treatment option for BJI Group B Streptococcus (28) 2 (7%) 12 (50%) 9 (82%) 5 (100%) 012 05 Olr?hc? Igdicloh;r;devcvzalcr):imect?:neomyeI IS . (65/) 0)
due to activity against doxycycline-resistant S. aureus and G o o o Pedic narcware ”
_ _ roup C Streptococcus (4) 2 (50%) 1 (75%) 1 (100%) 0.12 0.5 Prosthetic joint infection 7 (5%)
ESBL-producing Enterobacterales for which there are often no Osteomvelitis. non-orosthetic. non-diabetic foot 5 (4%)
viable oral options Group G Streptococcus (3) 2 (67%) 1 (100%) 0.12 0.25 y ! P ! °
« However, characterization of the susceptibility of isolates Streptococcus anginosus (2) 1.(50%) 1 (100%) 0.06  0.12 Table 3. P::;Re:_nd::m;at;) d :I'rea.t m:r;tocchmc;sp ey =y e
causing BJl to omadacycline is poorly defined Other Viridans group Streptococci (2) 2 (100%) 0.12 Pre-Randomization Atient 1o Be Randomize AtIGNT £ HE Rancomize
Antibiotic Regimen Omadacycline-containing
_ W o s agoon P | o~ i i
METHODS MRSA (10) 1 (10%) 5 (60%) 4 (100%) 025 0.5 |Antibiotics* (n, %)
MSSA (26) 1 (4%) 6 (27%) 18 (96%) 1 (100%) 0.5 1 gmad_a_‘;’ﬁ’c“r‘le e 49 Egz@) 1:132 8?%’)
- . L : : : MOXICIlIN-ClavulanIC acCl
Study Dg3|gn. Dgsonptwe analysis of |so.lates_ frf)m patlent§ Other Staphylococcus spp. (2) 1 (50%) 1 (100%) 0.12 0.25 Doxycycline 49 (370/2 ) 0 (0% ;
enrolled in a mUItI_Ce_nter’ .open-label, non-inferiority randomized Staphylococcus lugdunensis (1) 1 (100%) 0.12 Ciprofloxacin 26 (20%) 20 (15%)
controlled trial (ClinicalTrials.gov ID: NCT05753215) Staphylococcus simulans (1) 1 (100%) 0.25 k/le\:;OﬂO')((jaCinl 1132((19(;’@)) 1190((1;;/3)
_ _ etronidazole 0 0
Study Period: May 2022 to April 2025; study ongoing, results Corynebacterium striatum (2) 1.(50%) 1 (100%) 0.25 0.5 Ceftriaxone 13 (10%) 7 (5%)
reported here represent interim analysis Cutibacterium acnes (1) 1 (100%) 0.06 Trimethoprim-sulfamethoxazole 13 (10%) 1 (1%)
Archaneobacterium spp. (1) 1 (100%) 0.12 Ertapenem 8 (6%) 2 (2%)
. _ _ 1 _ I o) o
Study Arms: Standard-of-care (SOC) vs omadacycline Enterococcus spp. (10) 1 (10%) 1 (20%) 2 (40%) 4 (80%) 1 (90%) 1 (100%) 0.25 0.5 2;@2’&& jg;’; géié";
o) 0
containing regimen Enterococcus avium (1) 1 (100%) 0.06 Daptomycin 5 (4%) 1 (1%)
Inclusion Criteria (Abbreviated): Enterococcus faecalis (9) 1 (11%) 2 (33%) 4 (78%) 1 (89%) 1 (100%) 0.25 2 Clindamycin 4 (3%) 0 (0%)
: : Cefdinir 2 (2%) 1 (1%)
- G - tive O
1) Age 18-85 ram-negative Urganisms Linezolid 2 (2%) 1 (1%)
2) BJl or probable BJIl caused by or suspected to be caused by E. coli. (14) 2 (14%) 6 (37%) 2 (711%) 1 (79%) 3 (100%) 1 16 Vancomycin 3 (2%) 0 (0%)
organisms that omadacycline is expected to be active against E. coli, ESBL (5) 1 (20%) 1 (40%) 1 (60%) 2 (100%) 4 16 Rifampin 1 (1%) 1 (1%)
3) Planned treatment duration of 4-12 weeks in outpatient setting E. coli, non-ESBL (9) 2 (22%) 5 (78%) 1 (89%) 1 (100%) 1 16 gefaz_lol_“” ?E?Zﬁ’; 8282?;
xXacliin 0 0
. . . . . Klebsiella SPP- (9) 1 (1 1 %) 1 (22%) O (78%) 1 (89%) 1 (1 OO%) 2 8 *Participants could receive more than one antibiotic. SOC: Standard-of-care
Exclusion Criteria (AbbreYlated). Klebsiella aerogenes (1) 1 (100%) 1 Figure 1. Antibiotic Route in Pre-Randomization Treatment Choices
1) Pregnancy or breastfeeding Klebsiell toca (3) 1(33%) 2 (100%) 2 1007
. _ L ebsiella oxytoca % % 0
2) Hypersensitivity to tetracycline-class antibiotics 90%
) TP L y , Y Klebsiella pneumoniae, ESBL (2) 1 (50%) 1 (100%) 2 8 80%
3) Prosthetic joint infections that have not undergone both stages 70%
: Klebsiella pneumoniae, non-ESBL (3) 1 (33%) 1 (67%) 1 (100%) 2 4 0
of two stages of surgical treatments 60%
Citrobacter spp. (4)2 1 (25%) 3 (100%) 1 50%
] [ ] 0
Microbiologic methods: Stenotrophomonas maltophilia (3) 2 (67%) 1 (100%) 1 2 ‘3184;
1) Omadacycline susceptibility was assessed on available clinical || Enterobacter cloacae (3) 1 (33%) 1 (67%) 1 (100%) 2 4 20%
. " " . " 0
Isolates using MIC Test StrlpS (LIOfIIChem®) Achromobacter spp. (2) 1 (50%) 1 (100%) 8 16 180//2
2) Susceptibility to omadacycline was interpreted using Alcaligenes faecalis (1) 1 (100%) 8 SOC Antibiotic Regimen Omadacycline-containing Regimen
established FDA breaprintS, although breakpoints for many Acinetobacter baumannii complex (1) 1 (100%) 0.5 IV Only IV.and Oral = Oral Only
organisms have not been established Aeromonas spp. (1) 1 (100%) 1 CONCLUS'ON
Raoutella spp. (1) 1 (100%) 4
. : : . : : . : _ .  In our randomized trial of BJl treatment, omadacycline demonstrated in vitro activity against most BJI
ACKNOWLEDGEMENTS Color coding represents susceptible, intermediate, and resistant breakpoints according to FDA approved breakpoints for the acute bacterial skin bathogens, including Streptococcus, MRSA. and Enterobacterales
| | | | and skl_n stru_cture |nfegt|on indication. No _Color coding |nd|_c_:ates that FDA brgakpomts are ngt established for these organisms. . Majority of patients were male, and most common type of bone and joint infections were diabetic foot
Fundlng for t_h's stqdy_was provided by Paratek Pharmaceutlc.als, Inc. || @0Organisms include: Citrobacter koseri, Citrobacter freundii complex, and Citrobacter koseri infections. A higher proportion of omadacycline-containing regimens were eligible for oral-only therapy
as an Investigator-initiated grant. The sponsor had no role in study || MRSA: methicillin-resistant Staphylococcus aureus; MSSA: methicillin-susceptible Staphylococcus aureus; ESBL: extended-spectrum beta- compared to standard-of-care
design, study conduct, or interpretation of results. lactamases . Continued investigation is warranted for consideration of omadacycline as a potential oral option in BJ
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